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- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 14 April 2004 . 
2a)D This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [X] Claim(s) 17-30 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed.. 

6) S Claim(s) 17-30 is/are rejected. 

7) D Claim(s) • is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) EI The specification is objected to by the Examiner. 

10) D The drawing(s) filed on 14 April 2004 is/are: a)03 accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)Q Some * c)H None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 
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DETAILED ACTION 

Claims 17-30 are pending. 

Submitted Information Disclosure Statement (LD.S) is noted. 

Response to Amendment 

The receipt of preliminary amendment of 4/14/04 is acknowledged. Claims 1-16 have 
been canceled. Claims 17-30 have been added and are pending. 

Priority 

An application in which the benefits of an earlier application are desired must contain 
a specific reference to the earlier filed application(s) in the first sentence of the 
specification (37 CFR 1.78). This statement should be updated as to reflect the latest 
status of the priority application. 

Claim Rejections - 35 USC § 112 
Claims 17-30 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claims 17, and 23 are vague, indefinite, and very confusing. The intended chimeric virus is not 
defined. Normally for a chimeric of anything there are two distinct of something that form the 
chimera, and the limitations are present that would defined their intended use. The claim as 
written is very confusing the boundaries of chimera is not defined. The metes and bounds of the 
intended heterologous sequences are not defined. It is not clear what genes are being substituted 
added or deleted? It is not clear whether the invention is directed to a method of administering a 
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chimeric vector, which means genes from two different types of virus are fused as to form a virus 
that is capable of expressing a foreign gene and induce response, or a general parainfluenza 
expression vector wherein the vector is capable of expressing foreign antigens, and induce 
immune response. This affects the dependent claims. 

Claims 17, and 23 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
incomplete for omitting essential elements, such omission amounting to a gap between the 
elements. See MPEP § 2172.01. The omitted elements are: the heterologous sequences, 
sequences added to backbone. 

Claim 18 is vague and indefinite, the intended heterologous sequence are not defined. 
This affects dependent claims. 

Claim 22 is indefinite for recitation of "mutations or modifications", the intended 
"mutations or modifications" are not defined, moreover, the term "modification" is a relative 
term subject to varied interpretations. What is/are the mutations that causes the formulation to be 
expressing attenuated phenotype(s)? Moreover, the claim is indefinite for recitation of 
"enhanced antigenicity", this is a relative terminology, how is the "enhancement" determined? 

Claims 24-26, and 29 are objected to under 37 CFR 1.75(c) as being in improper form 
because a multiple dependent claim should refer to other claims in the alternative only" and/or, 
"cannot depend from any other multiple dependent claim. See MPEP § 608.01(n). . 

Claim Rejections - 35 USC § 112 
Claims 17-30 are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for method of administering bovine parainfluenza type 3 (bPIV3) having its 
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surface glycoproteins HN and F genes being substituted with HN and F glycoproteins of human 
parainfluenza virus type 3 (hPIV3), forming a chimeric bPIV3/hPIV3 virus that is utilized in 
induction of antibodies only, which happens to exhibit temperature attenuating characteristics, 
does not reasonably provide enablement for all types of method of administering chimeric 
viruses with bPIV3 "backbone" wherein all types of genes from all types of viruses to exhibit 
"enhanced antigenicity" with any and all types of modifications. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make or use the invention commensurate in scope with these claims. The • 
specification discloses substitutions of surface glycoproteins HN and F of bPIV3 with HN and F 
glycoproteins of human parainfluenza virus type 3 capable if inducing antibodies. Applicants are 
reminded that the field of vaccine development is extremely unpredictable. The teaching of the 
specification is deficient for the broad scope of the claimed invention. The scope of the claims 
read on method of administering chimeric vaccine for HIV and many other viruses, however, the 
state of the art does not recognize such assertions and absent clear teaching undue 
experimentations would be required. The scope of the claims are directed to all types of method 
of chimeric vaccines, Applicants have general statements regarding the method of administering 
vaccine composition and an induction of protective response. However with regard to an 
unpredictable field, this does not constitute an adequate disclosure. See Fiers v. Revel 
(25USPQ2d 1601 at 1606; and also decision by the Federal Circuit with regard to the enablement 
issues see Genentech Inc. v. Novo Nordisk A/S, 42 USPQ2d 1001-1007). For example, the 
CAFC stated that "It is the specification, not the knowledge of one skilled in the art that must 
supply the novel aspects of an invention in order to constitute enablement." (See page 1005 of 
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the decision). This means that the disclosure must adequately guide the art worker to determine, 
without undue experimentation. The applicant cannot rely on the knowledge of those skilled in 
the art to enable the claims without providing adequate teaching. Therefore, considering large 
quantity of experimentation needed, the unpredictability of the field, the state of the art, and 
breadth of the claims, it is concluded that undue experimentation would be required to enable the 
intended claim. Many of these factors have been summarized In re Wands, 858 F.2d 731, 
USPQ2d 1400 (Fed. Cir. 1988). 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 17-30 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. In the instant disclosure, Applicants have only disclosed 
bovine parainfluenza type 3 (bPIV3) having its surface glycoproteins HN and F genes being 
substituted with HN and F glycoproteins of human parainfluenza virus type 3 (hPIV3). No other 
chimeric constructs are disclosed. Therefore, since Applicants were not in possession of the 
broad scope of the claimed product they are not in possession of the method of using the product. 
See also University of California v. Eli Lilly and Co., 43 USPQ2d 1398 (Fed. Cir. 1997), which 
teaches that the disclosure of a process for obtaining cDNA from a particular organism and the 
description of the encoded protein fail to provide an adequate written description of the actual 
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cDNA from that organism which would encode the protein from that organism, despite the 
disclosure of a cDNA encoding that protein from another organism. 35 USC 112 requires inter 
alia that a patent specification contain a written description of the invention and the manner and 
process of making and using it "in such full clear and concise terms as to enable one skilled in 
the art ... to make and use" the invention. Case law has made it clear that the requirements for a 
"written description" and an "enabling disclosure" are separate. For example, where a 
specification contains sufficient information to enable a skilled chemist to produce a particular 
compound because it gives detailed information on how to produce analogous compounds but it 
makes no reference to the compound in question, the "written description" requirement has not 
been met even though the description may be enabling. 



See University of California v. Eli Lilly, 19 F.3d 1559, 43 USPQ 2d 1398 (Fed, Cir. 1997): 

The name cDNA is not in itself a written description of that DNA; it conveys no distinguishing 
information concerning its identity. While the example provides a process for obtaining human insulin- 
encoding cDNA, there is no further information in the patent pertaining to that cDNA's relevant 
structural or physical characteristics; in other words, it thus does not describe human insulin cDNA .... 
Accordingly, the specification does not provide a written description of the invention .... 



and at pg 1406: 

a generic statement such as "vertebrate insulin cDNA" or "mammalian insulin cDNA," without more, is 
not an adequate written description of the genus because it does not distinguish the genus from others, 
except by function. It does not specifically define any of the genes that fall within its definition. It 
does not define any structural features commonly possessed by members of the genus that distinguish 
them from others. One skilled in the art therefore cannot, as one can do with a fully described genus, 
visualize or recognize the identity of the members of the genus. A definition by function, as we have 
previously indicted, does not suffice to define the genus because it is only an indication of what the 
genes does, not what it is. 



See Amgen Inc. v. Chugai Pharmaceutical Co. Ltd., 18 USPQ 2d 1016 at page 1021: 
A gene is a chemical compound, albeit a complex one, and . . . conception of a chemical compound 
requires that the inventor be able to define it so as to distinguish it from other materials .... Conception 
does not occur unless one has a mental picture of the structure of the chemical or is able to define it by 
its method of preparation, its physical or chemical properties, or whatever characteristics sufficiently 
distinguish it. It is not sufficient to define it solely by it principal biological property, eg., encoding 
human erythropoietin, because an alleged conception having no more specificity than that is simply a 
wish to know the identity of any material with that biological property. 
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Double Patenting 

Claims 17-30 of this application conflict with claims 38-50 of Application No. 
10/934,864. 37 CFR 1.78(b) provides that when two or more applications filed by the same 
applicant contain conflicting claims, elimination of such claims from all but one application may 
be required in the absence of good and sufficient reason for their retention during pendency in 
more than one application. Applicant is required to either cancel the conflicting claims from all 
but one application or maintain a clear line of demarcation between the applications. See MPEP 
§ 822. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongU 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, All F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 
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Claims 17-30 are provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 38-50 of copending Application No. 
10/934,864. Although the conflicting claims are not identical, they are not patentably distinct 
from each other because they overlap in scope. In addition, the subject matter of the claims are 
so closely related that would incorporate overlap species and/or claim 17 is so broadly drafted 
that would incorporate any and all species that may or may not be present in ,864 application. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless — 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 17-24, 30 are rejected under 35 U.S.C. 102(b) as being anticipated by Murphy et 
al (WO 98/53078). 

The above cited patent meets the limitations of the claimed invention. The above cited art 
is a pioneering invention. The above cited patent clearly taught that a bovine parainfluenza virus 
may be modified to comprise heterologous genes including glycoproteins that can be substituted 
from human PIVs that would induce immunogenic response (see page 37, lines 2-10). In 
addition, they taught various chimeric parainfluenza viruses (PIV) wherein modified PIV 
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comprises of human PIV genomic and non-human PIV sequence such as human and bovine (see 
bridging paragraph 39-40 ). The claims of the above cited patent clearly teach and anticipates 
the applicants invention (see all the claims especially claims 1-9). Hence, the disclosure of the 
above cited patent anticipates the claimed invention. Applicants are reminded that the intended 
use of a product does not carry patentable weight. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 17-24 are rejected under 35 U.S.C. 102(e) as being anticipated by Schmidt et al 
(WO 01/04320). 

The above cited reference taught the broad method that's now claimed. The above cited 
reference taught the chimeric bovine and human parainfluenza virus including insertion of 
Kansas genes in a backbone of bovine parainfluenza (see the abstract). Moreover, the reference 
taught method of administering the construct to induce immune response (see claims 1, 11-13, 
58, and page 333, lines 29-33). 



No claims are allowed. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to A. R. Salimi whose telephone number is (571) 272-0909. The 
examiner can normally be reached on Monday-Friday from 9:00 Am to 6:00 Pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell, can be reached on (571) 272-0974. The Official fax number is (571) 
273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (571) 272-1600. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be 
obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

A. R. Salimi 
06/21/2006 




